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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 5/31/2006 . 
2a)D This action is FINAL, 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) I3 Claim(s) 7-55 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) E3 Claim(s) 7-55 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

The response filed on May 31, 2006 to the restriction requirement of December 2, 2005 
has been received Applicant has elected Group 2, claims 1-3, 6-8, 18-20, 22-24, 34-36, and 38- 
40 in part as they apply to protein based methods, and claims 14-1 7, 21, 3 1-3 3 and 37 in their 
entirety, and breast cancer as the disease for examination and FLJ20I74 as the genetic marker 
for examination. Because applicant did not distinctly and specifically point out any supposed 
errors in the restriction requirement, the election has been treated as an election without traverse 
MPEP 818.03(a). 

Upon review and reconsideration, the previous restriction requirement is hereby vacated. 
The new restriction requirement follows. 

Election/Restrictions 

X. Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1 -3, 6-8, and 1 4 in part as they apply to nucleic acid based methods, and 

claims 4, 5, and 9-13, in their entirety, drawn to nucleic acid based methods for 

diagnosing breast cancer in a. subject, classified in class 435, subclass 6. 

(Upon election of Group % applicant must further choose ONE nucleic add 
molecule SEQ ID N0: from Claim 9, as each nucleic acid molecule 
represents an independent invention, not a species) 

II. Claims 1 8-20 and 22-24 in part as they apply to nucleic acid based methods, and 
claims and 25-30 in their entirety, drawn to nucleic acid based methods for 
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assessing prognosis of a breast or ovarian cancer subject, classified in class 435, 
subclass '6. 

(Upon election of Group II, applicant must further choose ONE nucleic acid 
molecule SEQ ID NO: from Claim 25, as each nucleic add molecule 
represents an independent invention, not a species) 



111. Claims 34^36 and 38-40 in part as they appjy to nucleic acid based methods, 

drawn to nucleic acid based methods for monitoring progression of breast or 

ovarian cancer in a subject, classified in class 435, subclass 6. 

(Upon election of Group III, applicant must further choose one SEQ ID NO* 
SEQ ID NO; I, SEQ ID NO: 3, or SEQ ID NO: 4, as contemplated in the 
specification as each nucleic add molecule represents an independent 
species) 



IV. Claims 1 -3, 6-8, and 14 in part as they apply to protein based methods, and claims 
1 5-17 in their entirety drawn to protein based methods for diagnosing breast 
cancer in a subject, classified in class 435, subclass 7. 1 . 

(Upon election of Group IV, applicant must further choose ONE polypeptide 
SEQ ID NO. from Claim 15: as each polypeptide represents an independent 
invention, not a species.) 

V. Claims 18-20 and 22-24,in part as they apply to protein based methods, and 
claims 21 and 31-33 in their entirety drawn to protein based methods for assessing 
prognosis of a breast or ovarian cancer subject; classified in class 435, subclass 
7.1. 

(Upon election of Group V, applicant must further choose ONE polypeptide 
SEQ ID NO. from Claim 31: as each polypeptide represents an independent 
invention, not a species.) 
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VI. Claims 34-36 and 3S-40 in part as they apply to protein based methods, and claim 

37 in Its entirety drawn to protein based methods for monitoring progression of 

breast or ovarian cancer in a subject, classified in class 435, subclass 7.1 . 

(Upon election of Group VI, applicant must further choose one SEQ ED NO* 
SEQ ID NO; 2? SEQ ID NO: 5< or SEQ ID NO; 6, as contemplated in the 
specification as each polypeptide molecule represents an independent specie) 

VIL Claims 41-43, drawn to mfc&odsfor assessing a test compound, classified in class 
436 5 subclass SOL 



VUl Claims 45, drawn to kits for diagnosing a disease or assessing the suitability of a 

test compound based on nucleic acid analysis, classified in class 435, subclass 6, 

(Upon election of Group VIU, applican t must further choose ONE nucleic 
acid molecule SEQ ID NO: from Claim 45* to each nucleic atid molecule 
represents an independent invention, not a species) 



IX. plains 46 drawn to ki ts for diagnosing a disease or assessing the suitability of a 

test compound based on protein analysis, classified in class 435, subclass 4, 

(Upon election of Group IX, appUcant mast farther choose ONE polypeptide 
SEQ ID NO. from Claim 46: as each polypeptide represents an independent 
invention, not a species.) 



Claims 47 and 50, drawn to, in part as it applies to an agent that binds a protein 

gene product, and claims 51 and 52 in their entirety, drawn to therapeutic agents 

that bind to protein gene products, classified in class 5 14, subclass 2. 

(Upon election of Group X, applicant must farther choose ONE polypeptide 
SEQ ID NO. from Claim 51: as each polypeptide represents an independent 
invention, not a species.) 
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XL Claims 47 and 50 in part as it applies to an agent that binds nucleic acid and 
claims 53-55 in their entirety, drawn to therapeutics that bind to nucleic acids, 
classifiable in class 5 14, subclass 44, 

(Upon election of Group XI, applicant must further choose ONE nucleic acid 
molecule $EQ ID NO: from Claim S3, as each nucleic add molecule 
represents an independent invention, hot a species) 

Claims 48 and 49 are withdrawn because it is not possible to determine for which Group 
ii is intended, upon amendment it win be rejoined to the appropriate Group for 
examination. 

1 Claims 44 link(s) inventions VHI and DC the restriction requirement between the linked 
inventions is subject to the nonallowance of the linking eIaim(sX claims 44. Upon the allowance 
of the linking claim(s), the restriction requirement as to the linked inventions shall be withdrawn 
and any claim(s) depending from or otherwise including all the limitations of the allowable 
liiOdng claim(s) will be entitled to examination in the instant plication, Applicants) are 
advised that if any such c!aim(s) Spending from or including all the limitatb)ns of the allowable 
linking elaimfs) is/are presented in a condnuation or divisional application, the claims of the 
continuation or divisional appliartion may be subject to provisional statutory and/or nonstatutory 
double patenting rejections over the claims of the instant application. Where a restriction 
requfremeffl is wfth^ U,S£, 121 are no longer applicable, lnre 

Ziegler, 44¥2<l 12X1 1 1215, 170USPQ 129, 131-32 <CCPA 197.1). See also MPEP § 804.01. 



PACE 5/15* RCVD AT 8/4/2006 2:14:25 PM [Eastern Daylight Time] * 8VR:USPT0-EFXRF-5/19 • DNIS:2739031 • C8IO:USPTO ■ DURATION <mm-ss):09-38 



USPTO 8/4/2006 2:14 PM PAGE 6/015 Fax Server 

TO: peter reddig COMPANY: 



AppUcation/ConiroJ Number; 10/771,620 Page 5 

Art Unit: 1642 

The inventions are distinct, each from the other because of the following reasons: 

3. Inventions I and IV, II and V, and III and VI are directed to related methods. The related 
inventions are distinct if the inventions as claimed do noi overlap in scope, i.e., are mutually 
exclusive; the inventions as claimed are not obvious variants; and the inventions as claimed are 
either not capable of use together or can have a materially different design, mode of operation, 
function, ox effect. See MPEP § 806.050). 

4. M the instant case, the methods are related in that they involve examining the expression 
pattern of CXCL9 or FCJ20I74 nucleic acid of protein gene product The methods of inventions 
I*VI are materially distinct methods which differ at least in objectives, method steps, and criteria 
for success. The methods of inventions l and TV are distinct from the invention of H, HI, V, and 
VI because inventions I and IV have the distinct objective of diagnosing breast cancer in a 
subject which involves the detection of a tumor and determining the type of cancer. The methods 
of inventions IT and V are distinct from the inventions of I, ill, TV, and VI because inventions II 
and V have the distinct objective of deterrninang the prognosis of breast or ovarian cancer by 
comparing the expression pattern of CXCL9 or FLJ20174 in samples from one or more subjects 
suffering from a known type of breast or ovarian cancer and determining the prognosis based on 
the comparison. The methods of inventions III and VI are distinct from the invention of I, II. IV, 
and V because inventions III and VI have the distinct objective ofmonitormg the progression of 
breast or o varian cancer in a subject having the distinct step of repeating the measurement of the 
expression pattern of CXCL9 or FU20174. The methods of inventions I-HJ and TV-VI are 
distinct each from the Other because inventions l-in use nucleic acid nased methods and methods 
fV-VI use protein based raethodsw 
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5. Invention 1-Vl are not related to invention VII. Inventions are unrelated if it can lie 
shown that they are not disclosed as capable of use together and they have different modes of 
operation, different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the 
instant case the methods of inventions I-Vl neither recite nor require the method steps of 
invention VII and inventions I-VI has a diflferenl mode of operation and a different function than 
the methods for assaying test compounds of invention VII. 

6. Inventions VIII and Mil are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (I) the process for using the 
product as claimed can be practiced with another materially different product or (2) the product 
as claimed can be used in a materially di fferent process of using that product {MPEP 

§ 806.05(h)), In the instant ease the kit of invention VIII can be used for a process other than 
disease diagnosis, for instance a probe that binds to SEQ ID NO: I could be used as a capture 
probe to affinity purify native nucleic acids, or to amplify a nucleic acid for an expression vector, 

7. Inventions I-1II aire unrelated to inventions IX, X and XI. inventions are unrelated if it 
can be shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 808.01). 
In the instant case the methods of invention I-lTf neither recites nor requires die kit of invention 
IX (kits for protein based diagnosis), or the therapeutic agents of inventions IX, X and XI 

8. Inventions IX and IV-V1 are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (1 ) the process for using the 
product as claimed can be practiced with another materially different product or (2) the product 
as claimed can be used in a materially different process of using that product (MPEP 
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§ 806.05(h)). In the instant case the kit of invention IX can be used for a process other than 
disease diagnosis, for instance a reagent that binds to a protein could be used to purify protein 
from celts, or to detect recombinant protein produced from an expression vector. 

9. Inventions IY-VI are not related to inventions VII, VIII, X, and XL Inventions are 
unrelated if it can be shown that they are not disclosed as capable of use together and they have 
different modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case the protein based method of invention lV-Vldoes not require the 
compound testing steps of invention VII, and invention 1V-VI has a different function than the 
methods for assaying test compounds of invention VU; additionally, the methods of invention 
IV- VI neither recite nor require the products of the kit of invention VII, or the therapeutic 
products of inventions X or XI, 

1 0. Invention VII is related as product and process of use with inventions VIII and DC. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially different 
product or (2) the product as claimed can be used in a materially different process of using that 
product (MPEP § 806.05(h)). In the instant case the kits of inventions VIA and IX can be used 
in different processes, as evidenced at least by their vises in inventions I-III and IV-VI. 

1 1 . Invention VII is unrelated to inventionsX and XL Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different modes of 
operation, different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the 
instant case the method for assessing test compounds (invention Iff) neither recites nor requires 
the speci fic therapeutic agents of inventions X and 53. 
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1 2. Inventions VIII, IX, X, and XI are unrelated. Inventions are outdated if it can be shown 
that they are not disclosed as capable of use together and they have different modes of operation, 
different functions, or different effects (MPEP § 806,04. MPEP § 808.01). In the instant case the 
different inventions are used in distinct methods, have different modes of operation fwvenrions 
VIII and XI are nucleic acid based; invention IX and X are protein based), and different 
functions (inventions IV and IX are kits for diagnosing; inventions X and XI are therapeutic 
agents). 

1 3 . Furthermore, searching all of the inventions I-IX would invoke a burdensome search. 
Some of the inventions have been classified separately. Thus, each of these inventions has 
attained recognition in the art as a separate subject for inventive effort, and also a separate field 
of search. Although some of the inventions are classified similarly, classification of subject 
matter is merely one indication of Use burdensome nature of the search involved. The literature 
search, particularly relevant in this art, is not coextensi ve and is much more important in 
evaluating the burden of search. 

14. Because these inventions are distinct for the reasons given above and the search required 
for one group is not required for another group, restriction for examination purposes as indicated 
is proper. 

15. Species Elections for Groups I and If 

A. Claims \ and 18 are generic to the following disclosed patentably distinct species of 
genetic marker: 

1) CXCL9 

2) FLJ20174 
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B. Claims I and 1 8 arc generic to the following disclosed patentably distinct species of 

cancer: 

t) breast 
2) ovarian 

C. Claims 1 and 1 8 are generic to the following disclosed patentably distinct species of 
the form nucleic acid: 

1) mRNA 

2) hnRNA 

3) cDNA 

D. Claims 1 and 1 8; are generic to the following disclosed patentably distinct species of 
the form nucleic acid detection: 

1) specific binding under stringent hybridization conditions 

2) amplifying the nucleic acid 

16. Species Elections for Group III 

A. Claim 34 is generic to the following disclosed patentably distinct species of genetic 

marker: 

1) CXGL9 

2) FU20174 

B. Claim 34 is generic to the following disclosed patentably distinct species of cancer: 
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1) breast 



2) ovarian 



C. Claim 34 is generic to the following disclosed patentably distinct species of assessing 



the expression pattern of a nucleic acid: 

1) determining the level of expression 

2) comparing expression, patterns of CXCL9 or FLJ20J 74 in different tissue samples 
from the same subject 

17* Species Elections for Group I V and V 

A. Claims ) and IS are generic to the following disclosed patentably distinct species of 
genetic marker: 

DCXCL9 
2)FLJ20174 

B. Claims 1 and 18 are generic to the following disclosed Mferifably distinct species of 




cancer: 



1} breast 



2) ovarian 



18. Species Elections for Group VI 



A. Claijm 34 is generic to the following disclosed patentably distinct species of genetic 



marker: 



1) CXCL9 



2)FU2Q174 



PACE 11/15 * RCVD AT 8/4/2006 2:14:25 PM [Eastern Daylight Time] * SVR:USPT0-EFXRF-5/19 * DN1S:2739031 ■ CSID:USPTO ■ DURATION (mm-ss):09-38 



USPTO 8/4/2006 2:14 PM PAGE 12/015 Fax Server 

TO: peter red dig COMPANY: 



AppUcation/Control Number: 10/771,620 Pa ge j 

Art Unit: 1642 

B> Claim 34 is generic la the following disclosed patentably distinct species of cancer, 

1) breast 

2) ovarian 

C. Claim 34 is generic to the following disclosed patentably distinct specif of assessing 
the expression pattern of a protein: 

1) determining the level of expression 

2) comparing expression patterns of CXCL9 or PU201 74 in different tissue samples 
from the same subject 

3) comparing the level of ppst-translational modification of CXCL9 or FU20! 74 

19. Species Elections for Group VHI and IX 

A. Claim 44 is generic to the foitowng disclosed patentably distinct specif of genetic 
marker; 

1) CXCL9 

2) FLJ20174 

B. Claim 44 is generic to the following disclosed patentably distinct species of cancer: 

1) breast 

2) ovarian 

20, Species Elections for Group X and XI 

A, Claim 47 is generic to the following disclosed patentably distinct secies of genetic 

marker: 

DCXCL9 
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2)F1J20174 

B. Claim 47 is generic to the following disclosed patentably distinct species of cancer: 

1) breast 

2) ovarian 



21. Species Elections for Group XI 

A ; Claim 50 is generic to the following disclosed patentably distinct species of agent 

1) antisense nucleic acid 

2) RNA interference oligonucleotide 



22. The above species are independent Of distinct because they comprise strociaraliy distinct 
molecules and have different modes of operation and different effects. Further, each species 
would require different searches and die consideration of different patentability issues. 

23. Applicant is required under 35 U.S.C. 121 to elect a single disclosed species from each 
species group A and B from each elected Group, even though this requirement is traversed. 
Applicant is advised that a reply to mis requirement must include an identification of the species 
that is elected consonant with mis requirement, and a listing of all claims readable thereon, 
including any claims subsequently added. An argument that a claim is allowable or that all 
claims are generic is considered nonresponsive unless accompanied by an election 

24. Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or ident ify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
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examiner finds one of the inventions unpatentable over the prior art, die evidence or admission 
may be used in a rejection under 35 U.S.C. 103 of the other invention. 
25. Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all die limitations of an 
allowable generic claim as provided by 37 CFR 1.141. If claims are added after the election, 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 
Note: 

The examiner has required restriction between product and process claims. Where 
applicant elects claims directed to the product, and the product claims are subsequently 
found allowable, withdrawn process claims that depend fixim or otherwise require all the 
limitations of the allowable product claim will be considered for rejoinder. All claims 
directed anonelected process invention must require all the limitations of an allowable 
product claim for that process invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process claims 
will be fully examined for patentability in accordance with 37 CFR 1,104. Thus, to be 
allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35U.S.C. 101, 102,103 and 1 12. Until all claims to the elected product 
are found allowable, an otherwise proper restriction requirement between product claims 
and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined See MPEP 
§ 821 .04(b). Additionally, in order to retain the right to rejoinder in accordance with the 
abovepolicy, applicant is advised that the process claims should be amended during 
prosecution to require the limitations of the product claims. Failure to do so may result 
In & loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 docs not apply where the restriction requirement is 
withdrawn by the examiner before the patent issues. See MPEP § 804.01 

26 Further, note that the prohibition against double patenting rejections of 35 U.S.C 121 
does not apply where the restriction requirement is withdrawn by the examiner before the patent 
issues. See MPEP § 804.01 ■. 

27. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
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currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1 .48(b) and by the fee required under 37 CFR i . 1.7<i). 

28. Applicant is advised that the reply to this restriction requiremoat to be complete must 
include an election of Hie invention to be examined even though the requirement is traversed (37 
CFR 1.143). 

29. Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Peter J. Reddig whose telephone number is (57 1) 272-903 1 . The 
examiner can normally be reached on M-F 8:30 a.m.-5:0Q pa, 

3 0. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Slew can be reached on (571) 272-0787. The fax phone number for the 
Denization where this application or proceeding is assigned Is 571-273-8300. 
3 1 , Information regardiiig the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Publit P AUL Status information for unpublished 
applications is available through Private PAIR only. For more information about die PAIR 
system, see httpy/pair-direct.uspto.gov* Should you have questions on access to the Private PAIR 
system, contact the EVecstrwjic Business Center (BBC) at 866-21 7-9197 (toll-free). 



Peter J, Reddig, Ph.D. 

Examiner 

Art Unit 1642 
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